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DETAILED ACTION 

1 . Claims 45-50, 52-56, and 58-65 are pending in the application. 

2. In the prior action, mailed on December 9, 2008, claims 45-66 and 72-75 were pending in 
the application; with claims 48, 52-57, and 63-65 withdrawn from consideration; and claims 45- 
47, 49-51, 58-62, 66, and 72-75 under consideration and rejected. 

3. In the Response of June 9, 2009, the Applicant amended claims 45, 46, and 63-65; and 
cancelled claims 51, 57, 65, 66, and 72-75. 

4. Claims 45-47, 49, 50, and 58-62 are under consideration. 

Election/Restrictions 

5. Applicant provides further arguments with respect to the restriction among the various 
identified methods. These arguments are not found persuasive as the present claims are still 
found to be anticipated by (at least) the cited WO'257 reference. The Applicant's arguments are 
addressed in the statement of the anticipation rejection below. As the anticipation rejection is 
maintained, unity is still found to be lacking. 

Information Disclosure Statement 

6. The information disclosure statement (IDS) submitted on June 9, 2009 is in compliance 
with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure statement has been 
considered by the examiner. 
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Specification 

7. (Prior Objection- Withdrawn) The disclosure was objected to because it contains an 
embedded hyperlink and/or other form of browser-executable code. In view of the amendment of 
the specification, the objection is withdrawn. 

Claim Rejections - 35 USC § 112 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

9. (New Rejection- Necessitated by Amendment) Claims 45-47, 49, 50, 58, 59, 61, and 62 

are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, while being enabling 
for the claimed methods wherein the agent is an agent antagonistic to the production or activity 
of regulator cells (i.e. the agents of claim 60), does not reasonably provide enablement for the 
claimed methods wherein the agent is any agent suitable for the treatment of the disorder. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to practice the invention commensurate in scope with these claims. The 
claims have been amended to require that the agent is administered "when regulator cell numbers 
and/or activity are increasing." 

With respect to this embodiment, the application teaches that the agent is an agent such as 
is described by claim 60. See e.g., page 7 line 29 to page 8 line 2. In contrast, the application 
indicates that other agents may also be administered based on the monitoring of the immune 
system cycling, as was previously claimed, but indicates that such other agents are administered 



Application/Control Number: 1 0/576,98 1 Page 4 

Art Unit: 1648 

at different time points from that required by the present claims as amended. See e.g., pages 8-9 
(teaching the administration of vaccines at the reverse point in the cycle- i.e. where the effector 
cell production or activity is increasing). 

As the teachings of the application indicate that only the anti-regulator drugs should be 
administered at the particular time point identified in the amended claims, the claims are rejected 
as lacking adequate enabling support for the administration of any agent at this time point. 

Claim Rejections - 35 USC §102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

1 1 . (Prior Rejection-Maintained) Claims 45-47, 49-5 1 , 58-62, 72-75 were rejected under 
35 U.S.C. 102(b) as being anticipated by WO 2003/068257 (WO'257- of record in the March 
2007 IDS). The rejection is withdrawn from cancelled claims 51 and 72-75. 

The Applicant traverses the rejection of the remainder of the claims on the grounds that 
the reference relates to the "resetting" of the immune response to the target antigen; and on the 
basis that the reference does not teach the cycling of the immune system. The arguments are not 
found persuasive. Further, the Applicant also takes issue with the Examiner's rejection of the 
dependent claims relating to the period during which the immune marker should be monitored. 
The arguments are not found persuasive. 
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First, the Applicant asserts that the teachings of the reference fail to teach the cycling of 
the immune system. It is agreed that this is the case. Nonetheless, the reference teaches the 
monitoring of the immune system using an immune marker (CRP) as is required by the present 
claims, and teachings what treatments are administered based on the levels of this marker. The 
reference also teaches that the monitoring should be maintained for at least a month, which 
would inherently detect the changes in the cycle (identified by the application as occurring every 
14-15 days). While the reference teaches the resetting of the immune system, there is nothing in 
the present claims to exclude the use of such a step. Thus, the presence of this step in the art fails 
to distinguish the present claims from the method of the reference. Thus, performance of the 
method described by the reference would inherently result in the monitoring of the immune 
system cycling, and in the administration of anti-regulatory cell agents at the time point indicated 
by the present claims. The fact that the teachings of the reference did not recognize the repeated 
cycling of the immune system therefore fails to distinguish the presently claimed methods from 
those of the reference. 

Further, with respect to the time period during which the immune marker (here- C- 
reactive protein or CRP) is monitored, it was noted that the reference specifically teaches the 
monitoring of the protein preferable at least once a day, and for a period of at least a month. See 
e.g., Example 4. Because the reference specifically teaches such, the reference anticipates the 
timing limitations of the dependent claims. The Applicant's arguments based on the teachings of 
the reference with respect to the need or motivation for such monitoring is noted. However, as 
the reference specifically teaches the monitoring as described in the claims, the arguments are 
not found persuasive. Further, while the Applicant asserts that the monitoring is not to determine 
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when the agent should be administered. The argument is not found persuasive. On pages 18-19, 
the reference specifically indicates that the monitoring is used to determine when the therapeutic 
agents are to be administered. It is noted that, if the monitoring shows the need for further 
"resetting" such indicates the need for the administration of the anti-regulator cell agent (i.e. the 
agent of interest in the methods of the present application). Thus, by teaching the performance of 
monitoring to determine the need for such resetting (and when it should be performed) the 
reference teaches the use of such monitoring to determine when an agent for controlling 
regulator cell expansion should be administered. 

For the reasons above, and the reasons of record, the rejection is maintained. 

12. (Prior Rejection- Withdrawn) Claims 45, 47, 49, 50, 58, 60, 62, 66, and 72-74 were 
rejected under 35 U.S.C. 102(b) as being anticipated by Child et al. (Cancer 45:318-26). In view 
of the amendments to the claims requiring the administration of a drug at a particular time point, 
the rejection is withdrawn. 

13. (Prior Rejection- Withdrawn) Claims 45-47, 49, 60, and 62 were rejected under 35 
U.S.C. 102(b) as being anticipated by Little et al. (Curr Opin Oncol 12:438-44). ). In view of the 
amendments to the claims requiring the administration of a drug at a particular time point, the 
rejection is withdrawn. 

14. (Prior Rejection- Withdrawn) Claim 66 is rejected under 35 U.S.C. 102(b) as being 
anticipated by Eda et al. (J Clin Lab Anal 12:137-44) In view of the cancellation of this claim, 
the rejection is withdrawn. 
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Double Patenting 

1 5 . The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined application 
claim is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., 
In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In 
re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent cither is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

16. (Prior Rejection-Maintained) Claims 45-47, 49-51, 58-62, and 72-75 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 26-28, 31-32, 35, 36-38, and 42-47 of copending Application No. 
10/503794. In view of the amendments to the claims, the rejection is maintained as a rejection of 
claims 45-47, 49, 50, and 58-62 over copending claims 27, 33-35, 37, 38, and 45-47. No 
arguments have been presented with respect to the rejection. The rejection is therefore 
maintained. 

This is a provisional obviousness-type double patenting rejection because the conflicting 



claims have not in fact been patented. 
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17. (Prior Rejection- Maintained) Claims 45-47, 49-51, 58-62, 72, and 74 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 1-4, 6, 10-13, and 15 of copending Application No. 12/333/369. The 
rejection is withdrawn from cancelled claims 51, 72, and 74. No arguments have been presented 
with respect to the rejection. The rejection is therefore maintained. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



Conclusion 

18. No claims are allowed. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is (571)272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary B. Nickol can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Zachariah Lucas/ 

Primary Examiner, Art Unit 1648 



